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I. Basis of the report 

1. With regard to the elements of the international application (Replacement sheets which have been furnished to 
the receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed" 
and are not annexed to this report since they do not contain amendments (Rules 70. 16 and 70. 1 7))\ 

Description, Pages 

1 -70 as originally filed 

Claims, Numbers 

1-14 as originally filed 

2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under 
Rule 55.2 andfor 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure 
in the international application as filed has been furnished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been furnished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

5. □ This report has been established as if (some of) the amendments had not been made, since they have 

been considered to go beyond the disclosure as filed (Rule 70.2(c)). 

(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this 
report.) 

6. Additional observations, if necessary: 
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III. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 

1 . The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application, 

S claims Nos. 9-14 (with respect to industrial applicability) 



S the said international application, or the said claims Nos. 9-14 relate to the following subject matter which 
does not require an international preliminary examination (specify): 

see separate sheet 

□ the description, claims or drawings (indicate particular elements below) or said claims Nos. are so unclear 
that no meaningful opinion could be formed (specify): 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

□ no international search report has been established for the said claims Nos. 

2. A meaningful international preliminary examination cannot be carried out due to the failure of the nucleotide and/ 
or amino acid sequence listing to comply with the standard provided for in Annex C of the Administrative 
Instructions: 

□ the written form has not been furnished or does not comply with the Standard. 

□ the computer readable form has not been furnished or does not comply with the Standard. 

IV. Lack of unity of invention 

1 . In response to the invitation to restrict or pay additional fees, the applicant has: 

□ restricted the claims. 

□ paid additional fees. 

□ paid additional fees under protest. 

□ neither restricted nor paid additional fees. 

2. E This Authority found that the requirement of unity of invention is not complied with and chose, according to 

Rule 68.1 , not to invite the applicant to restrict or pay additional fees. 

3. This Authority considers that the requirement of unity of invention in accordance with Rules 13.1 , 13.2 and 13.3 
is 

□ complied with. 

S not complied with for the following reasons: 
see separate sheet 



because: 
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4. Consequently, the following parts of the international application were the subject of international preliminary 
examination in establishing this report: 

all parts. 

□ the parts relating to claims Nos. . 



V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1 . Statement 



Novelty (N) 


Yes: 


Claims 


1-14 




No: 


Claims 




Inventive step (IS) 


Yes: 


Claims 


1-14 




No: 


Claims 




Industrial applicability (IA) 


Yes: 


Claims 


1-8 




No: 


Claims 





2. Citations and explanations 
see separate sheet 
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Re Item III 

Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 

Claims 9-14 relate to subject-matter considered by this Authority to be covered by the 
provisions of Rule 67.1(iv) PCT. Consequently, the International Examination Authority 
fully concurs with the objection put forward by the International Search Authority and no 
opinion will be formulated with respect to the industrial applicability of the subject-matter 
of these claims (Article 34(4)(a)(l) PCT). 

Re Item IV 

Lack of unity of invention 

The document D1 (see Re Item V below) discloses certain (dihydro)indoles of formula 
(I) and their medical use. A part of these compounds of the said formula (I) has in 
common the same structural features as the compounds of formula (I) of the present 
claim 1 , namely a (dihydro) indole having N-alkylcarbonyl substitution and having a 
second N-containing heterocycle which is linked to the benzene moiety by means of an 
N-alkyloxy group. Moreover, in the worked Examples of D1 , there is given clear 
preference to these particular embodiments. 

Consequently, with this overlap of common structural features, it is no longer possible 
to define one single distinguishing feature between the subject-matter of the present 
claim 1 and the subject-matter of D1 . 

However, withe the presence of more than one different distinguishing feature and with 
the umbrella of any common distinguishing structural feature being lost, the 
subject-matter of the present claim 1 can no longer be regarded as being unitarian and 
is therefore split into 6 different inventions (non-unity a posteriori), the said inventions 
being as follows: 

- provision of a compound of formula (I) based on (dihydro)indole with X=H and its 
medical use (invention #1); 

- provision of a group of compounds of formula (I) based on (dihydro)indole with 
X=-COR 3 and its medical use (invention #2); 

- provision of a compound of formula (I) based on (dihydro)indole with X=-CH 2 R 4 
and its medical use (invention #3); 
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- provision of a compound of formula (I) based on (dihydro)indole with X=-S0 2 R 5 
and its medical use (invention #4); 

- provision of a compound of formula (I) based on dihydroquinolin(on)e or 
tetrahydroquinoline and its medical use (invention #5); and 

- provision of a compound of formula (I) based on indolone and its medical use 
(invention #6). 

Re Item V 

Reasoned statement with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

Reference is made to the following documents: 

D1: WO-A-0214273 
D2: WO-A-0244141 
D3: WO-A-01 68652 

Novelty 

The document D1 discloses indoline derivatives and their use as medicaments for the 
treatment of cognitive disorders and feeding disorders. The compounds of D1 differ 
from the compounds of the present claim 1 in that the linking group between the 
nitrogen atom of the heterocyclic moiety and the aromatic group is based on acroleine 
(see page 1, line 5; page 1, formula (I); page 9, lines 12-14; page 35, Table 1; page 40, 
Table 3). 

The document D2 discloses H 3 antagonists and their use as medicaments for the 
treatment of CNS-hyperactivity and obesity. The compounds of D2 are based on 
diphenylmethane and imidazole, which are linked to each other by means of a 
heterocycloalkyl linking group . In the worked Examples of D2 this linking group consists 
of different 1 ,4-bis-alkyl piperazines (see page 1 , line 6; page 8, lines 5, 6; page 8, 
formula I; page 15, lines 22, 23; Page 52, Table 1). 

Lastly, the document D3 discloses H 3 antagonists and their use as medicaments 
suitable for the reduction of weight. The compounds of D3 are based on condensed 
imidazoles such as tetrahydrobenzimidazole (see page 1, line 8; page 2, lines 19, 20; 
page 6, formula (I); page 33, line 2; Examples). 
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In view of these documents, novelty has to be acknowledged for the subject-matter of 
the independent claims 1, 8, 9, 12 and 14 and the dependent claims 2-7, 10, 11 and 
13. 

Inventive step 

The document D1 is regarded as the closest prior art for the novel subject-matter, since 
it addresses a similar problem, namely the provision of compounds useful for the 
treatment of cognitive and feeding disorders; and since its compounds come 
structurally closest to the compounds of claim 1 . 

As outlined under Re Item IV above, the novel subject-matter consists of 6 different 
inventions. The distinguishing features between these 6 inventions and D1 are as 
follows: 

- provision of a compound of formula (I) based on (dihydro)indole with X=H 
(invention #1); 

- provision of a group of compounds of formula (I) based on (dihydro)indole with 
X=-COR 3 (invention #2); 

- provision of a compound, 
(sub-invention #2.1); 

- provision of a compound, 
(sub-invention #2.2); 

- provision of a compound, 
(sub-invention #2.3); 

- provision of a compound, 
(sub-invention #2.4); 

- provision of a compound, 
(sub-invention #2.5); 

- provision of a compound, 
(sub-invention #2.6); 

- provision of a compound, 
(sub-invention #2.7); 

- provision of a compound of formula (I) based on (dihydro)indole with X=-GH 2 R 4 
(invention #3); 

- provision of a compound of formula (I) based on (dihydro)indole with X=-S0 2 R 5 
(invention #4); 

- provision of a compound of formula (I) based on dihydroquinolin(on)e or 
tetrahydroquinoline (invention #5); and 

- provision of a compound of formula (I) based on indolone (invention #6). 



wherein R 3 has the meaning -(C^Cq) alkyl 
wherein R 3 has the meaning -(C 3 -C 8 ) cycloalkyl 
wherein R 3 has the meaning -O^-Cg) alkyl 
wherein R 3 has the meaning 2-pyrrolidinyl 
wherein R 3 has the meaning furanyl or thienyl 
wherein R 3 has the meaning -NH- 
wherein R 3 has the meaning -CH2- 
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In the absence of any evidence for an unexpected technical effect linked to one of 
these features, in each case the objective problem solved by the respective 
subject-matter can merely be seen as the provision of further compounds useful for the 
treatment of cognitive and feeding disorders. 

The claimed solutions to this very general problem underlying the 6 inventions consist 
of the selection of those compounds from the generic formula (I) of D1 wherein R 5 has 
the meaning "N-Iinked heterocycle" in combination with a specific modification of this 
selection, namely 

- removal of any substituent at the heterocyclic nitrogen atom of D1 (X=H; 
invention #1); 

- replacement of the unsaturated alkyl at the carbonylic carbon atom of D1 with 
^certain groups R 3 (invention #2); 

- replacement of the whole substituent at the heterocyclic nitrogen atom of D1 with 
X=-CH 2 R 4 (invention #3); 

- replacement of the whole substituent at the heterocyclic nitrogen atom of D1 with 
X=-S0 2 R 5 (invention #4); 

- replacement of the (dihydro)indole of D1 with dihydroquinolin(on)e or 
tetrahydroquinoline (invention #5); and 

- replacement of the (dihydro)indole of D1 with dihydroindolone (invention #6). 

However, since none of these solutions was suggested by the prior art neither alone nor 
in combination, the presence of inventive activity could be acknowledged for each of 
these independent solutions, even in the absence of an unexpected technical effect. 

Formal matters 

According to the worked Examples on file, there is given clear preference to 
compounds of formula (I) with Y=3-piperidin-1-yl-propoxy, which should have been 
made the subject of the main claim. 
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Industrial applicability 

There is no doubt that the subject-matter of the present claims 1-8 is industrially 
applicable. 

However, for the assessment of the present claims 9-14 on the question whether they 
are industrially applicable, no unified criteria exist in the PCT Contracting States. The 
patentability can also be dependent upon the formulation of the claims. The EPO, for 
example, does not recognize as industrially applicable the subject-matter of claims to 
the use of a compound in medical treatment, but may allow, however, claims to a 
known compound for first use in medical treatment and the use of such a compound for 
the manufacture of a medicament for a new medical treatment. 
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